Guidance on Reporting Incidents to OHRP (2011) I HHS.gov 


https://www.hhs .gov/ohrp/compliance-and-reporting/guidance-o... 


HHS.gov 

Office for Human Research Protections 


U.S. Department of Health & Human Services 


1 of 6 


4/12/19, 2:43 PM 



Guidance on Reporting Incidents to OHRP (2011) I HHS.gov 


https://www.hhs.gov/ohrp/compliance-and-reporting/guidance-o... 


2 of 6 


4/12/19, 2:43 PM 



Guidance on Reporting Incidents to OHRP (2011) I HHS.gov 


https://www.hhs.gov/ohrp/compliance-and-reporting/guidance-o... 


3 of 6 


4/12/19, 2:43 PM 



Guidance on Reporting Incidents to OHRP (2011) I HHS.gov 


https://www.hhs.gov/ohrp/compliance-and-reporting/guidance-o... 


4 of 6 


4/12/19, 2:43 PM 



Guidance on Reporting Incidents to OHRP (2011) I HHS.gov 


https://www.hhs.gov/ohrp/compliance-and-reporting/guidance-o... 


III. Time frame for reporting incidents 

The regulations at 45 CFR 46.103(a) and (b)(5) do not specify a time frame for reporting, except to say 
this must be done "promptly." For a more serious incident, this may mean reporting to OHRP within days. 
For a less serious incident, a few weeks may be sufficient. It may be appropriate to send an initial report, 
and indicate that a follow-up or final report will follow by the earlier of: 

• a specific date; or 

• when an investigation has been completed or a corrective action plan has been implemented. 

IV. OHRP focus on corrective actions when reviewing incident reports 

When reviewing a report of an unanticipated problem, OHRP assesses most closely the adequacy of the 
actions taken by the institution to address the problem. Likewise, when reviewing reports of non- 
compliance or suspension or termination of IRB approval, OHRP assesses most closely the adequacy of 
the corrective actions taken by the institution. In particular, OHRP assesses whether or not the corrective 
actions will help ensure that the incident will not happen again, with the investigator or protocol in 
question, with any other investigator or protocol, or with the IRB. Therefore, OHRP recommends that, 
when appropriate, corrective actions be applied institution-wide. 

V. OHRP response to incident reports 

After receiving and evaluating an incident report from an institution, OHRP will respond in writing and will 
either state that the report was adequate or request additional information. For questions on reporting, 
please contact the Director of the Division of Compliance Oversight, 240-453-6900 or 866- 447-4777. 

VI. Where to send incident reports 

Please send reports (PDF or Word documents preferred) to the following email address: 

IRPT.OS@hhs.gov 

VII. Additional guidance 

Please see OHRP guidance on continuing review regarding the distinction between suspension and 
expiration of IRB approval and OHRP guidance on unanticipated problems . 
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